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ARK of MUMI  &lc.
Ed-do Capriloll
1235 Washi~groa  Ave.
Mhmi be& FL 33189
Rl: 305 6%la36

Office of compiiattce
c!fEFz-300

Miami,  OCL 22 I1999

EJectriconic  Producz Repons,
Cwer for Devices and Radiological He&b,
2098 Gaither Ruad
RackviNe Maryland, 2M!W
AK: Dale Smith  / Collin  F5guema

Dear Sirs:

As per your request hu suhmiting a mew haer Light show rcpom for rbe above
estaMishment  . For your reference, the original  variefnce for this in8taWioa  was issued fa
Paaiely Park MiauG NJ August  14,1995,  varionee  number 94VdW57, Accessioa number
94A2%?,  then lwo years later a om vat&me was reissued for &is same iusm&Uion
under  Klw Blue  Dot E3tteMnmepr:  Bame which managed the bItiOB unI5I&anuary  of
1997. Recendy  the nwmgemm  of d?.is location has bee0 transferred IO ARI(;  of hfiami
Inc. a Comp8~y no2 c&sed  iu any way to the previous tenaurs of rhia kbcati~
They  are planning on reopen&g the esmblishnt  on November 1% 1999,

The laser light slww cqnipmm~  rpd rrrrt up will be carphluy ~WUZGWI and refiarbiabed  to
bring it back ro its original  performance. I’m well familiarized  wit% this equipmem and
its set up since L have been rhe L-r SafRFy 0Zfieer  and operaror  far this ixufalI#Uion  t&ice
19!5, basically it will be the same i&or*,  same certified equipment, mme her safety
ofhr, as wc# as saam hours of operatioa However dke bcatiom  of the control bootb hea
hem changed a8 ilbsrraled  ha aKacJl!nent  9.1 iQcbcl4  in this repon.

All original  repam,  records, ma~ucds,  operational logs, e% are available for iuspection.

i’m filling a new Variep~p appIic&ou  on behalf of ARK of MiarO; $8~. to comply with
regulacioas  for the Adcuiaimarion and enforcemenr  of the Radiatioa  Control for Heath
aad %kty  Act of 1968, aa rhey pertain to laser Light  shows.

I multy appreciate your eooprtradon iu prosing  rhis informatio4 ifa#d$ioaal reporrp
or auy other  infomation  is vry ro proarss this m5Q valieII4 plesse contact
Eduardo Capriles at 305 323&90.
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OEPAR&tUENtOS  flCALTk4UOU~MAh  SERVICES

APPLlCATlON  FOR A VAWANCE

PUBLIC UEALTU SERVICE FROM  21 CFR 7040.11~~)  FOR A ,’ ~~“‘*--.  ‘C...  \I ..,*.. :, ,-..

6000 &-o ORE i~~t~t~r~~rtO~ LASER LJGHT SHOW. DISPLAY. *acm hu~eEn
I - OR OEvlCE
CFJ 1 I

ARK of Miami Inc.
2 *ODRESS  OF CPWPIlT  II.-,- .,,’  I ..,*, ,,:  I’,.  II-., . . --.._  .-,I~-,-,,.,,,,.-,,.-.  m-1. *

1235 Washinqcon Ave, Miami Beach Fla, 331390
J h*UE INO 7r7~E  OF PLSPOrS&.E  ~EPsom . rEcEProP+ NO *a.-.  . . . --.A  . ..I I

IE$uardo Capriles L.S.O- 1 305 321-6490 1 6-28-99

I Customized LaserPro - Node1 numbe:

USUI RA0

1029C --

ON USVELS
bum ueo1wi  l qe. UC . . .a , W&W &NtTmS  mnwe

A r g o n 520-457nm

Krypton 647-676~~1

PEAA Do-vEP  l �I --n

SWatts

1.2Hatts



N/A

a. e ALL i.aSEFl  PROOuCTS.  SYSTEMS. shows. ANO PROJECTORS WILL  6E CERTIFI-ED  70 COrdPLY  wrTcr 21 CFR Iu4.10  ~0 THE CONDI-
TIONS OF 7136 VARIANCE ANO WILL  BE REPORTED AS RE0UlREO BY 2q CFR 14421P  ANO r442.12 USJNG  ThE REPORTING GUIDES PRO-
VIOED FOR SUCh PURPOSE. TH&S,E  ACnONS  W&i. 8E ACCOYPCIStiED  PRIOR To ANT INTROPUCnON  lN7O CQMU(EiicE.

4. 3 EFFECTS NOT SPECIFKALLY  INDICATED IN THIS VARIANCE  APPLICATIOIV  WILL NOT BE PERFORMED. NO OfhER EZFEC’IS WILL  BE
ADOE UIUTIL  Ah AMEnDrwlEhTTO  ThE VARIANCE hAS 8EEn OBTAINED AND TM REQUIRED REPORTS OR SUPPLEMEUTS.  AS
APPLtC14LE.  HAVE BEEN  SUSMlTrED.

c. tL1 SCANNING. PROJECTION OR REflECl70~  Of LaSER AN0 COLLATERAL  RAOIATION  (LrGkTSnOw RAOUnONl  JNTO  AUOP~UCE  OR OTHE;I
ACC&SSl8LE  UNCoNTROLLfP  AREAS WILL NOT BE PEWWrED EXCEPT FOR OIFFUSE Pf’iECI1OUS  PROQUCEP  87 ThE AThlOSPhERE.
ADO.% PTHOSPtlERJC  SCAHERIIvt  MEDIA. AN0 TARGET SCREENS.

0. a LnSEi?  RADIATIO~J  LEVELS  IN EXCESS OF TvE Llkrrs  OF CUSS I WYRL  NOT BE PERlulrrED  A7 ANY POINT  LESS MAN 10 )rRERS ABOVE
ANY SURFACE UPON wnlch PERSONS OTHER TUAN QPERATOAS.  PERFORMERS.  OR EMPLOTEES ARE PERmITTED TO STAND OR 25

c a PNY PROOuCT w~lCk RELIES ON SCANUINC  TO uEE7 ACCESS. ExWSuRE  OR PUOOUCT  CLASS LJMITS  WILL  INCORWR+%TE  A SCANNING
e

-* -’

rdms 13E~ow OR IN UTERAL  SEPARATION FROM ehr PUCE WHERE  SUCH ~msohs ARE PERYITYED TO BE 0pERATOoRs.
PERFORRERS.  AhD EMPrOrEES  wlLL fvOT BE REOUIRED OR ALLOWED TO VIEw RADIATlOh  ABOVE  TUE LIHJTS  OF CUSS 1 OR 8E
EXPOSED TO RADIATION  ABOVE tHE LIMITS SPECIFIED IN 21 CPR loa-llfe~.

1.

d-

n.

SAFEGUARD SYSTEM  w?Kn  DIRECnr  SENSES SCAEtrrER  MOTION  AND wrrlcn  WILL  REACT FAST  ENOUGU  To PRECLUDE ExcE33r~G
THE APPUCA8LE UhaT.

a AU LnSER LIGhT %OwS SHAU gE UNDER TkE PIRECT  AND PERSONAL CONTROL OFTRA~ND. COMPETENTOPERatOH(3L  7%
OPfi?ATO&%  WIIL:  I

(1J  IUkEDIPTELY  TERMINATE ThE EhH!SSJOW  OF L1GnT  ShOW  RADIATION IN ThE EVENT Of AIU?  UNSAFE CONOITION: i

L7t BE COCAlED  WHERE AU BEAM PAThS  CAN BE PlREt3.Y OBSERVED ATAU TIMES. AN0

01 SE AN EMPLOTEE  OF ThE VARIANCE noLOER  wna WILL  BE bE5PONQCKE  FOR niE TRAINING  ANO CukOuCT  OF THE OPEFUTOR. :

%J 7HE MAZIMUM  US&R PROJECTOR OUTPUT POWER WILL NOT EXCEED TrtE LEVEL REQUIRED TO 08TAlU THE IMENDED EPFEm. ;

a THE PROdECTION  SYSTEM (I-E,  THE PROJECTOR AN0 AU OTUER  CQMWNENTS  USED 70 PROOUCE ?hE  UCH~INC  EFFECt9  WILL  aE
S=uRELY  MOUNTED  OR IMHO6lUZED  TO PREVENT UNlNfENOEO  MOVEMENT  OR t@iAhJGNkENt.  @E4H  LlMlTERS WILL SE PROVIDED i
46 AM INRERENT  PART OF THE SYSTEM OESIGN TO PREVENT OVERFILUNC  OF SCREEN%  BEnn STOPS. TARGEB.  ErC.

a WER PRPrECTOflS  WU NOf 8E DELIVERED  TO A&Y O7HW PAm UNOER AN AtREi%MENT  OF SALE LEASE. OR LOAN UNLESS AN0 I
UNTIL TflE RECIPIENT OEMONSTRATES THAT 7ht3 haVE A VARtiNCE IN EFFECT  A~THE TIME OF OEU~ERY  THAT  PERMITS 7HElr  TO
PROOUCE USER  LfGHT SHOW lNCORPORPTlNG  SUCK PROJECTOR. I

E IN AOOltION  TO THE RMUlREhrENTS DF 71 CFR lk.IQnr.  THE MANUFACNRER  OF IaSER PROJECTOR&~~HS  WILL PROVIDE  TO :

E

PARTIES WHO PURCHASE. LEPSE, OR BORROW THE EQUIPMENT.  ADMUATE USERS lNSTRuCT)OhS  FOR SAFE INSTALLATION  AND
OpERAnOh  AND UnlC?I  @%%AlN THE PESPO?JSlBlLl~  OF 7kE REClhENT  AS AN INOEPENOENT  LIGHT  SHOW MABuFACNRER  10 i
SUBMIT ThE REQUIRED REPURTS AR0 AIPLT FOR 4rrQ O~~A)N  A vARJANCC FROM CDRn PRIOR TO INTROOUCT~OW  ml0 GQ~~EPCE  Op
ANY UWER LIGHT  SkOws.

i

4

The REOUlFlElrrENTS  OF 71 CFR 1442.341~~1~  AND *I WILL  6~ ACCOMPLISHED  7hslOUGU  THE USE OF wR;mN  PROCEDURES FOR SEEP. !
AUGNHENT.  TESTING.  ANO PERFORP~ANCE  OF EACH snow.  ThEsE PROCEDURES wlu BE IN SUfFClEhT  QETA~L 70 ENSURE Corn-
PLIANCE  WI?H 21 CFR iouo.10.  mE CONDITIONS 0~ T~~Js  VARlANCE, AND 7mE CONTROL  OF rccejs TO RPfJlAqON  AR&AS 0sr~ci  THE ;

PROCEDURES OESC4IEIEO  1FI  THE ANSJ 2136.1 STAhOnRG  FOR 7j.g  SAFE USE OF USERS IAUERICAW  NATIONAL.  STANDARDS  INSTITUTE. I
1430  WJADWAT. WEW TORK-  NV 100181 OR ~41 OTPIER  EOIJ~VA&I-+~ USER CONSENSUS  STPNOAR~  AND.  w&RE  AFPLICA&E.  STPTE  OR
LOCaL  -UuJJWuEhTS.  USER RADla7lON  AREAS WhlCr  CAN CONTAIN RADIATION LEV’CLS  ABOVE The  LlknlTS SPEflpIED IN 21 CFR i
?q*-r’tCl.  WILL  88 CLEARLY toEkTJFtE0  6V TRE  -STING  OF WARhlhG  Sltt’JS AkOlOR REfTRICTIBJ(i  ACCESS  TnROrlGh  Phfll-L
WEmhS  fSUCn  AS PRESSURE SWIfChES. PNOTOCELLS.  BARRIERS.  GUARDS. ETC:  L 7HESE RKIUlREMENTS  ApPL7 TO TEMPOJURY  AREA!
f%JCn  fis  DOFlING  SET-UP AnO CLJG~M.SNT  PPQCEDURES~  ANO 70 FINAL OR PERMANENT  CR&S. The VARI&~CE HOLDER WILL FIETAIN
TW fWCOROS OF TflESE  PRQCEOURES  AMY 7~5 RESULTS  OF pLL TESTS As REOuinEO  8Y 21 CFR rqag~.  A COPI  OF TnE VAflIAfKE
APPLtcATION.  t-e APPROVAL  LETTER. CUAAEhT  PROCEDURES. AND RECORDS RELATING TO EAch  PARtfculpR  sMIW WILL 8E wlTh

;

ThE OPERnTOR OR OTnER  RESPONSIBLE,  INDIVIOUAC  AnO L+Y(LL  BE PAOE AvAlrfitj~E  FOR {hSpECT!Oh  my  FDA clycI OThER  RESPONSi-
f

6LE AUTPIORITIES
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PROPOSED EFFECTS  IhCLlJO~~G  A STATEWENT Of ThF: MAXIMUM  POWER OUTPUT \N fE:FtDED  SW-~  NOTIFICATIONS  WILL BE MAOI
NOT NECE%fiAflILY  BE LIMIIED.  70

-__

,I) THE CE.uTER’FOR  DEVICES ANO RAOKXQGICAL  J~EALSH  OFFICE OF CCMPLIANCE IHfZ.3JtL  8737 GEOAC14 A%~ SILVER  SP~?~)Y(
zm~a,  p~o~rrjl&G  THE rnrl’iar  &NO CLOSING DATES FOR FIXED INSTALC,~TIONS AN0 TnE ITI~+~~~CLAT  FOR MO~~ILE  fihO@JS  ,w A(
710~ UNLESS  ALL aSPECTS  OF EACII SHOW HaVE 880~ PEPOK-? atv0  THE ACCESSJOU NUMBERS  CLEARLT  REFERENCED.  fi
NOTICE  W(LL  pe%JOE  OETAILLD  DESCRIPTIONS OF EACn SrrOvr 4 -.D A LUSTING  Of ALL EFFECTS TO 8E PERFOR&ED  ,w SUFF,C
oET~~L To  c&uflRhr  COf-tPLi&NCE  wlTn ThE  REGUI~IWJN~ ~3; ‘-f!i v&lANCE.

(2) THE  &=E~E~~LAv~ATIOU POMINISTRA~IOPJ  rC.JW FOR l VY PF;iE:“ONS  INTO OPEN niRSPKE  AT ANT TIME ,I E.. INCLUDING SE’I
AQtl-,,.,ENT,  R&EARSALS,  PERFORMANCES.  ETC.).  IF :tiE  Fdi OaJECTS  RI ANT LPSEil  EFFECTS. Tf-E oeJf?CTlOUS  WILL BE RE
SOLVED AND ANY  COruOfTlONS  f?EQuESTED  67 FAA V.‘IL BE AORERED  TO. fF THESE  CONDITIONS CAN MOT  BE r=lET,  THE O~JEC
TIONABLE  EFFECTS WLL BE PELETED FROM TnE Sk :.

13) STATE  AWD  &O&L  RAOIATION  CONTRA  QFFICESIACE~CIES FOR ALL SHOWS TO 8E PERFORF*ED wTwN  rnElR  ~uRISOICTIONS
REQu,IREMENTS$F  STATE AND LOCAL LAW WILL  8E SATISFIED  AND ANT OBJECTIONS  RAISED  8r LOCAL  PUTHORITIES  WILL  fjE F
SOLVED OR THE EFFECTS  DELEI~~  ILISTS  OF FZDERAL  AND STATE  3FFlCES  ARE Av4fLdkE FaOM  THE  CEnTER  FOR DEVICES  pi
RADIOLOGJCAL  nfALTk  uPOY  REOufST)

.


